Honatox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«baraTonieHTpoBE MDKHApOJHE paHIOMI30BaHE IMOABIMHO CJile TUIane00-KOHTPOJIbOBAHE
nocmimkennss Il ¢asu 3 ominku edekTHBHOCTI Ta O€3MEYHOCTI MiIATPUMYBAIBHOI Teparii
JTyBaKITYTOM B YYaCHHUKIB 13 CEPEIHBOTSKKHM a00 TSHKKUM IepeOiroM BHUPA3KOBOT'O KOJITY B
aKTUBHIA Qopmi», kox mociimkenas EFC18359, 3 mompaskoro 01, Bepcis 1 Big 01 BepecHs
2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-Apentic Pemepmn e JleBenonman,
Dpanitis)

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHS, BUPOOHHUK, KpaiHa

Hysakityr (SAR447189) / Duvakitug (SAR447189) (SAR447189 / TEV-48574; Hdysakityr /
Duvakitug); Po3unn s in'ekuiil y nonepeanbo HartoBHeHOMY mmmpuiti; 440 mr/ 2,1 mot (210 mr/mn
(minirpam/mininitp); Sanofi-Aventis Deutschland GmbH, Himeuunna; PPD Development Ireland
Limited, Ipmanmis; Sanofi-Aventis Recherche & Developpement, ®pantis; Creapharm Clinical
Supplies, ®pannis; Almac Clinical Services Limited, BemuxoOpuranis; Sanofi US, CIIA;
Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services,
CIIA;

[Tnaue6o o Jdysakityr (SAR447189); Pozuun i 16’ €Kil y monepeiHb0 HaIOBHEHOMY IINPUIL;
Sanofi-Aventis Deutschland GmbH, Himeyunna; PPD Development Ireland Limited, Ipnannis;
Sanofi-Aventis Recherche & Developpement, ®@panuist; Creapharm Clinical Supplies, ®panuis;
Almac Clinical Services Limited, BenukoOpuranis; Sanofi US, CIIA; Fisher Clinical Services
Inc., CIIA; Almac Clinical Services, CILIA

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHS B YKpaiHi

1) nikap binorkau O.V.

ToBapucTBO 3 0OMeExeHOI BianoBinanpHICTIO «EnmenbBeiic  Memike», cremiaiizoBaHe
racTpOEHTEPOJIOTiuHe BiiIiIeHHs MeauuHoro eHTpy, M. Kuis

2) nikap Honens JI.T.

ToBapuctBo 3  oOMexeHOI  BiAMOBiganpHICTIO  «MenOya-Kminik»,  crenianizoBaHe
racTpOEHTEPOJIOTIYHE BIAUIEHHS JIIKYBaJIbHO-PO(1IAKTUYHOTO TiAPO3aUTy MeIU4HOTO LIEHTPY,
M. KuiB

3) a.m.H., ipod. Denis O.1.




MIPOJIOBXKEHHS Joaartka 1

ObnacHe KOMyHallbHE HEKOMEpIIiifHe MiANpUeMCTBO «YepHiBelbka o0iacHa KIIiHIYHA JIIKapHs»,
BUIZIIJIEHHS TaCTPOCHTEpOJIOTii, ByKOBHHCHKUI Jep)KaBHUN MEIUYHUN YHIBEpCUTET, Kadempa
BHYTPIIIHBO MeAULIMHY, M. UepHiBIi

4) nikap IBanimms O.b.

«YHIBEepCUTETChbKA JIIKApHs» (isTisi JepKaBHOTO HEKOMEPUIMHOTO mianpueMcTBa «JIbBIBCHKUI
HalllOHAJTFHUN MEIMYHUN YHiBepcHuTeT iMeHi Jlanuna ["anumbkoro», TepaneBTUYHE BiJIIJICHHS,
M. JIbBIiB

5) k.M.H. Jleomuk O.B.

ToBapucTBo 3 0OMexeHoro BianosiganbHicTIO «[IPOICTACTPO KJITHIKA», M. JIbBiB

6) 3aB. Bia. Pimko S1.D.

KomyHnanbHe HekoMeplliiiHe MIANPUEMCTBO «3aKaprarchka oO0JacHa KIIIHIYHA JHKapHS
imeni Amnzpis Hoaka» 3akapmarcpkoi 00JacHOiI pagy, TracTPOSHTEPOJIOTIUHE BiAIiICHHS,
M. YKTropoJ

7) x.Mm.H. I[lerpuna B.O.

KomynanbHe HekomepiiiiHe mignpueMcTBO «ObnacHa KiiHiYHA JikapHS IBaHO-DpaHKIBCHKOI
00J1aCHOT pajin», TaCTPOCHTEPOJIOTIYHE BIIIUICHHS, M. [BaHO-DpaHKIBChK

8) n.m.H., mpod. [lleuyk C.B.

«YHIBEpCUTETChKA  KIIHIKa» BIHHUIBKOTO  HAIIOHAIBHOTO  MEIUYHOTO  YHIBEPCHTETY
iMm. M.I. IluporoBa (iKyBaJIbHO-HaBYAJIbHO-HAYKOBUI LIEHTP), TEpPANEBTUYHE BiIA1IICHHS,
Binauupbkuil HanioHaneHUN MeauuHui yHiBepcurter iM. M.I. ITuporosa, kadeapa BHYTpIILIHbOT
Mmegunuau Ne2, M. Binuuis

9) n.m.H., pod. CranicnaBuyk M. A.

KomyHnanbHe HekomepuiiiHe mianpueMcTBo «BiHHuIbKka oOnacHa  KJIIHIYHA  JIIKApHS
iMm. M.I. TluporoBa Binaumpkoi obOmacuoi Pamm», OOmacHuil crnerianizoBaHuid KITHIYHUI
racTpOCHTEPOJIOriyHUM  1eHTp, BiHHMIBKHMH  HalllOHAIBHUN  MEIWYHUH  YHIBEpCHTET
iM. MLL. TIuporosa, kapeapa BHyTpilIHb0i MeAUIMHUA Nel, M. BinHuUIA

10) n.m.H., ipo¢. Boosuuenko B.1.

«YHIBEpCUTETChKA JIKapHs» (PUTIS Eep>KaBHOTO HEKOMEPIIMHOro MmiaAnpueMcTBa «JIbBIBCHKHI
HaI[lOHAILHUN MeIUYHUN yHiBepcHuTeT iMeHi JaHuna ['aaumbpKoro», TeparneBTUYHE BiJIIIUICHHS,
Jlep>xaBHE HEKOMEpIIiTHE MANPUEMCTBO «JIbBIBCHKMI HAIIOHAIBHUA MEIUYHUN YHIBEPCHUTET
imeni Jlanuna [amunbekoroy», kadenpa tepamii Nel, MeauuHOi MIarHOCTUKM Ta TeMaToONOril 1
TpaHcdy3iomorii pakyIbTeTy MICAITUIIIOMHOI OCBITH, M. JIBBIB

11) x.m.H. KiznoBa H.M.

ToBapucTBO 3 OOMEXeHOIO BiAMOBiAAIbHICTIO «lleHTp TracTpoeHTeposyorii Ta IIETONOTIM,
racTPOCHTEPOJIOTIYHE BiIIICHHS, M. BiHHUIIS




MIPOJIOBXKEHHS Joaartka 1

[IpenapaTy MOpiBHAHHS, BADOOHUK | —
Ta KpaiHa

CymnyTHi MaTepianu/mipenaparu —
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKUX 3aC001B
Ta CYNyTHIX MaTepiajiB

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHSA Ouexkcanap 'PIHEHKO
(migmuc) (Bnacue im’st ITIPI3BUIILE)




Jonmatok 2

110 HaKa3zy MiHiCTepCTBa OXOPOHU 37I0POB’ s
VYkpaiau «[Ipo nmpoBeneHHs KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC00iB Ta
3aTBEP/KCHHS CYTTEBHX IOIPABOK
15.01.2026 Ne 54

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararorieHTpoBe MDKHApOJHE paHAOMI30BaHE MOJBIHHO ciine Iane00-KOHTPOIbOBAHE
nociimkenHs I11 ¢a3u 3 orinku eheKTUBHOCTI Ta 0€3MEYHOCTI IHAYKIIIHHOT Teparnii TyBaKiTyromMm
B YYaCHHKIB 13 CEpEIHBOTKKAM a00 TSHKKUM repebirom xBopobu Kpona B akTHBHIN Gopmin,
ko gocnimxenHs EFC18326, 3 monpaskoro 01, Bepcis 1 Bix 01 BepecHs 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-Apentic Pemepn e JleBenonman,
Dpanitis)

[lepemnik 1oCiKYBaHUX JTIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHS, BUPOOHUK, KpaiHa

Hysakityr (SAR447189) / Duvakitug (SAR447189); (SAR447189 / TEV-48574; JlyBakityr /
Duvakitug); po3umH s iH'€KIii y monepeaHbo HamoBHeHOMY mmmpuii; 440 wmr/ 2,1 o
(210 mr/mn (mimirpam/minimitp);  Sanofi-Aventis  Deutschland GmbH, HimeuunHa;
PPD Development Ireland Limited, Ipmannis; Sanofi-Aventis Recherche & Developpement,
Opannig; Creapharm Clinical Supplies, ®panmis; Almac Clinical Services Limited,
BenmukoOpuranis; Sanofi US, CIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
Inc., CIIIA; Almac Clinical Services, CIIIA;

[Tnane60 no dyBakityr (SAR447189); po3unH aJis 1H'€KIII# y MONEpeIHFO HATTOBHEHOMY IIITIPUIIL;
Sanofi-Aventis Deutschland GmbH, Himeyunna; PPD Development Ireland Limited, Ipnannis;
Sanofi-Aventis Recherche & Developpement, ®panuist; Creapharm Clinical Supplies, ®panuis;
Almac Clinical Services Limited, BenukoOpuranis; Sanofi US, CIIA; Fisher Clinical Services
Inc., CIIA; Almac Clinical Services, CILIA

Bianosinanbauii (1) 1ocaigHUK (1)
Ta MicIie (s1) IpOBEACHHS
BUIIPOOYBaHHs B YKpaiHi

1) 3aB. Bix. binorkau O.VY.

ToBapuctBo 3 oOMmexxeHoro BiamoBiganeHicTIO «EnmenpBeiic Megikey, crenianizoBaHe
racTpOEHTEpOJIOTIYHE BiIAUIEHHS MeauuHoro nenTpy, M. Kuis

2) nixap Joneus JI.I'.

ToBapucTBO 3  OOMEXEHOW  BiAmoBimambHICTIO  «Menbya-Kminik»,  cremiami3oBaHe
racTpOSHTEPOJIOT YHE BiIICHHS JIIKYBaIbHO-NPODITAKTHYHOTO MiIpo3/iry MeIn4HOro UeHTpy,
M. KuiB

3) n.m.H., pod. Denis O.1.

ObnacHe KOMyHaJlbHE HEKOMEpIIiifiHe MiAnpueMCTBO «YepHiBelbKka o0slacHa KIIiHIYHA JIIKapHsD»,
BIJUIUIEHHS TacTpoeHTeposiorii, bykoBUHChKUI JepaBHUN MEIUYHUN YHIBEpCUTET, Kadenpa
BHYTPIIIHBO1 METUITUHU, M. YepHiBII




MIPOJIOBXKEHHS J01aTKa 2

4) nikap IBanimms O.b.

«YHiBepcuTeTChKa JiKapHs» i Jep)kaBHOTO HEKOMEpIIMHOTO mianmpueMcTBa «JIbBIBChKHI
HaI[lOHAJILHUH MEIUYHUN yHiBepcHuTeT iMeHi Jlanmna ['anumbKoroy», TeparneBTUYHE BiJUTIICHHS,
M. JIbBiB

5) k.M.H. Jleomuk O.B.

ToBapuctBo 3 oOMexeHoro BianosiganbHicTIO «[IPOICTACTPO KJITHIKA», M. JIbBiB

6) 3aB. Bija. Pimko 51.O.

KoMyHanbHe HEKOMepIliiiHE MIANMPUEMCTBO «3aKaprarchbka oOO0JacHa KITHIYHA JIKApHS
iMmeHi Awnzapis Homaka» 3akaprarcbkoi 00JacHOI paau, TacTPOCHTEPOJIOTIYHE BIIIIJICHHS,
M. YKroponu

7) x.m.H. [lerpuna B.O.

KomyHanesHe HekomepiiiiHe mignpueMcTBO «O0OiiacHa KiiHIYHA JikapHs IBaHO-DpaHKIBCHKOI
00J1acHOT painy», racTPOCHTEPOJIOTIYHE BiUICHHS, M. [BaHO-DpaHKIBCHK

8) a.M.H., ipod. llleBuyk C.B.

«YHIBepCUTETChbKA  KIIIHIKa» BIHHUIBKOTO  HAaIllIOHAIBHOTO  MEIUYHOTO  YHIBEPCHUTETY
im. M.L. TluporoBa (ITiKyBaJbHO-HABUAIbHO-HAYKOBUN LIEHTP), TEPANCBTUYHE BiIJIIJICHHS,
Binauupkuil HanioHaneHUN MeauuHui yHiBepcuteT iM. M.I. [luporosa, xadenpa BHYTPIIIHbOT
Mmegunuan Ne2, M. Binuuis

9) k.m.H. Kiznmosa H.M.

ToBapucTBO 3 0OOMexeHOI BiAMOBiAAIbHICTIO «lleHTp racTpoeHTeposyorii Ta IIETONOTIIM,
racTpOCHTEPOJIOTIYHE BiIIICHHS, M. BiHHUIISA

10) 3aB. Bia. 300piBchkuii .M.

KomyHnanbHe HekomepiiiiHe mignpuemcTBo JIbBiBCbKkoi oOsacHOi paau «JIbBiBcbka oOnacHa
KJIIHIYHA JIIKapHA», Xipypriude BiaauieHHs Nel, m. JIpBiB

11) a.m.H., npod. CranicnaBuyk M.A.

KomyHnaneHe HekomepiiiiiHe mignpueMcTBO «BiHHMIIbKa o0llacHa  KIIHIYHA  JIIKapHS
iMm. M.I. TluporoBa Binnuipbkoi ob6macHoi Pamu», OOmacHuil crheriani3oBaHWd KIIHIYHUN
racTpOCHTEPOJIOTIYHUM  eHTp, BIiHHUIBKUMN  HalllOHANbHUW  MEIWYHUM  yHIBEPCHUTET
iMm. MLI. Iluporosa, kadeapa BHyTpiIHb01 MeauIMHU Nel, M. Binaums

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuindHa abo
¢iznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asBHUK HA BBE3EHHS




MIPOJIOBXKEHHS J01aTKa 2

JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyNyTHIX MaTepiaiiB

B.o. HayanbHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO
(migmuc) (Bnacue im’st [TIPI3BUILIE)




Jomarox 3

110 HaKa3y MiHicTepcTBa OXOPOHH 37I0pOB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKECHHS CYTTEBUX MOMPABOKY
15.01.2026 No 54

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararorieHTpoBe MDKHApOJHE paHAOMI30BaHE MOJBIHHO ciine MIane60-KOHTPOIbOBAHE
nocmipkenHs Il ¢a3u 3 ominku e(eKTUBHOCTI Ta OE3MEeYHOCTI MiATPUMYBAIBHOI Teparii
JYBaKiTyrOM B YUYaCHHKIB 13 CEpEHbOTSDKKUM 200 TSXKKUM mepedirom xsopoobu Kpona B akTuBHiN
dhopmin, ko gocaimkenHs EFC18327, 3 monpaskoro 01, Bepcis 1 Bix 01 Bepecus 2025 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenTtic Pemepm e [IeBenonman,
®DpaHiis)

[lepemnik 1OCTiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

Hysakityr (SAR447189) (SAR447189 / TEV-48574; HyBaxityr); Pozumn s iH'ekuiit y
nomnepeaHbo HamoBHeHoMmy mmpuni; 440 wmr/2.1 wmun  (210mr/ma (MUTirpaM/MUTUIITP);
Sanofi-Aventis Deutschland GmbH, Himeuunna; Sanofi US, CIIA; PPD Development Ireland
Limited, Ipnanais; Sanofi-Aventis Recherche & Developpement, ®paniisi; Creapharm Clinical
Supplies, ®panris; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services Inc., CIIA;
Almac Clinical Services, CIIIA; Almac Clinical Services Limited, BenukoOpuTta#is;

[Tnaue6o no Jdysakityr (SAR447189); Po3unn i iH'ex1iil y nonepeH0 HalOBHEHOMY IINPUIL;
Sanofi-Aventis Deutschland GmbH, Himeuunna; Sanofi US, CILIA; PPD Development Ireland
Limited, Ipmanngis; Sanofi-Aventis Recherche & Developpement, ®panmist; Creapharm Clinical
Supplies, ®panmis; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services, CIIA;
Almac Clinical Services Limited, BenukoOpuranis

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) 3aB. Bia. binotkay O.Y.

ToBapuctBo 3 oOMexeHOI BiamoBinanbHICTIO «EnensBeiic  Memike», cremniaiizoBaHe
racTpOEHTEPOJIOTiuHe BiiIIeHHs: MeauuHoro enTpy, M. Kuis

2) nikap Honens JI.T.

ToBapuctBo 3  oOMexeHOI  BiAmoBiganpHICTIO  «MenOya-Kminik»,  crenianizoBaHe
racTpOEHTEPOJIOTIYHE BIAUIEHHS JIIKYBaJIbHO-PO(1IAKTUYHOTO MiAPO3aUTy MeIu4HOr0 LIEHTPY,
M. KuiB

3) n.m.H., pod. Denis O.1.

ObnacHe KOMyHallbHE HEKOMEpIIiifHe MiANpUeMCTBO «YepHiBelbKka o0acHa KIIIHIYHA JIIKapHsD»,
BIJUIUIEHHS TacTpoeHTeposiorii, bykoBUHChKUI JepaBHUN MEIUYHUN YHIBEpCUTET, Kadenpa
BHYTPIIIHBOI MeAMLIMHY, M. YepHiBIi




MIPOJIOBXKEHHS 101aTKa 3

4) nikap IBanimms O.b.

«YHIBEpCUTETChKA JIKapHs» (PuTis Iep>KaBHOTO HEKOMEPIIHHOrO MiaAnpueMcTBa «JIbBIBCHKHI
HaI[lOHAJILHUH MEIUYHUN yHiBepcuTeT iMeHi Januna ['aaumpKoro», TeparneBTHYHE BiJlIUICHHS,
M. JIbBiB

5) k.M.H. Jleomuk O.B.

ToBapuctBo 3 oOMexeHoro BianosiganbHicTIO «[IPOICTACTPO KJITHIKA», M. JIbBiB

6) 3aB. Bija. Pimko 51.O.

KoMyHanbHe HEKOMepIliiiHe MIAMPUEMCTBO «3akaprmarchka oO0JacHa KIIIHIYHA JIKapHS
iMmeHi Awnzapis Homaka» 3akaprarcbkoi 00JacHOI paau, TacTPOCHTEPOJIOTIYHE BIIIIJICHHS,
M. YKroponu

7) x.m.H. [lerpuna B.O.

KomyHanesHe HekomepiiiiHe mignpueMcTBO «O0OiiacHa KiiHIYHA JikapHs IBaHO-DpaHKIBCHKOI
00J1acHOT painy», racTPOCHTEPOJIOTIYHE BiUICHHS, M. [BaHO-DpaHKIBCHK

8) a.M.H., ipod. llleBuyk C.B.

«YHIBepCUTETChbKA  KIIIHIKa» BIHHUIBKOTO  HAaIllIOHAIBHOTO  MEIUYHOTO  YHIBEPCHUTETY
iMm. M.I. IluporoBa (JiKyBaJIbHO- HAaBYAJIIbHO- HAYKOBHH IICHTp), TEPANEBTHYHE BiJJIIJICHHS,
Binaunbkuil HanioHansHUM MeauuHui yHiBepcuteT iM. M.I. ITuporosa, kadeapa BHYTpilIHBOT
Mmegunuan Ne2, M. Binuuis

9) a.Mm.H., npod. CranicnaBuyk M.A.

KomyHnaneHe HekoMepiiiiiHe mignpueMcTBO «BiHHMIIbKa o0lacHa  KIIHIYHA  JIIKapHS
iMm. M.I. TluporoBa Binnuipbkoi ob6macHoi Pamu», OOmacHuil crheriani3oBaHWd KIIHIYHUN
racTpOCHTEPOJIOTIYHUM  eHTp, BIiHHUIBKUMN  HalllOHANbHUW  MEIWYHUM  yHIBEPCHUTET
iMm. MLI. Iluporosa, xadenpa BHyTpiHb01 MeauuHu Nel, M. Binauis

10) x.m.H. Kiznosa H.M.

ToBapuctBo 3 00MEXeHOI BiaNOBiTaNbHICTIO «LleHTp TacTpoeHTeposiorii Ta Ai€TOJNOTrI»,
racTpOEHTEPOJIOTIUHE BIAIIIEHH, M. BiHHUILSA

11) 3aB.Big. 360opiBchkuii .M.

KomynaneHe HekomepiiiiHe mnignpueMcTBo JIbBIBChKOi oOsacHOl paau «JIbBiBcbka oOnacHa
KJIIHIYHA JIIKapHs», Xipypriune BiaainenHs Nel, m. JIbBiB

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuindHa abo
¢iznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asBHUK HA BBE3EHHS




MIPOJIOBXKEHHS 101aTKa 3

JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyNyTHIX MaTepiaiiB

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO
(migmuc) (Bnacue im’st [TIPI3BUILIE)




Honatox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«baraTonieHTpoBE MDKHApOJHE paHIOMI30BaHE IMOABIMHO CJile TUIane00-KOHTPOJIbOBAHE
nocmimxenns 111 ¢asu 3 ouinku eekTuBHOCTI Ta OE3MEYHOCT] IHAYKUIHHOI Teparlii JyBaKiTyromMm
B YYACHHKIB 13 CEPEAHBOTSHKKUM a00 TSHKKHUM IepediroM BUPa3KoOBOTO KOJITY B aKTHBHIN (hoOpMi»,
kox nociipkenns EFC18325, 3 monpaskoto 01, Bepcis 1 Bix 01 Bepecus 2025 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenric Pemepur e JleBenonman,
®DpaHiis)

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

Hysakityr (SAR447189) (SAR447189 / TEV-48574; JyBakiTyr); po34MH Ui iH'€KIIH Y
nomnepeaHbo HamoBHeHoMmy mmpumni; 440 wmr/2.1 wmn (210 mr/mn  (MUTirpaM/MiTiniTp);
Sanofi-Aventis Deutschland GmbH, Himeuunna; Sanofi US, CIIA; PPD Development Ireland
Limited, Ipnanais; Sanofi-Aventis Recherche & Developpement, ®panisi; Creapharm Clinical
Supplies, ®panris; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services Inc., CIIA;
Almac Clinical Services, CIIIA; Almac Clinical Services Limited, BexukoOpuTtaHis;

[Tnane6o no dyBakityr (SAR447189); po3unH aJis 1H'€KIIi# y ONEpeIHFO HATTOBHEHOMY IIITIPHIIL;
Sanofi-Aventis Deutschland GmbH, Himeuunna; Sanofi US, CILIA; PPD Development Ireland
Limited, Ipmanmis; Sanofi-Aventis Recherche & Developpement, ®panmis; Creapharm Clinical
Supplies, ®panmis; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services, CIIA;
Almac Clinical Services Limited, BenukoOpuranis

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) 3aB. Bia. binotkay O.Y.

ToBapuctBo 3 oOMeExeHOI BiamoBinanbHICTIO «EnensBeiic  Memike», cremniaiizoBaHe
racTpOEHTEPOJIOTiuHe BiiIIeHHs: MeauuHoro eHTpy, M. Kuis

2) nikap Honens JI.T.

ToBapuctBo 3  oOMexeHOI  BiAmoBiganpHICTIO  «MenOya-Kminik»,  crenianizoBaHe
racTpOEHTEPOJIOTIYHE BIAUIEHHS JIIKYBaJIbHO-PO(1IAKTUYHOTO MiAPO3aUTy MeIU4YHOro LIeHTpY,
M. KuiB

3) n.m.H., pod. Denis O.1.

ObnacHe KOMyHaJlbHE HEKOMEpIIiifiHe MiAnpueMCTBO «YepHiBelbKka o0ylacHa KIIiHIYHA JIIKapHsD»,
BIJUIUIEHHS TacTpoeHTeposiorii, bykoBUHChKUI JepaBHUN MEIUYHUN YHIBEpCUTET, Kadenpa
BHYTPIIIHBOI MeAMLIMHY, M. YepHiBIi




MIPOJIOBXKEHHS J10aTKa 4

4) nikap IBanimms O.b.

«YHIBEpCUTETChKA JIKapHs» (PuTis Iep>KaBHOTO HEKOMEPIIHHOrO MiaAnpueMcTBa «JIbBIBCHKHI
HaI[lOHAJILHUH MEIUYHUN yHiBepcuTeT iMeHi Januna ['aaumpKoro», TeparneBTHYHE BiJlIUICHHS,
M. JIbBiB

5) k.M.H. Jleomuk O.B.

ToBapuctBo 3 oOMexeHoro BianosiganbHicTIO «[IPOICTACTPO KJITHIKA», M. JIbBiB

6) 3aB. Bija. Pimko 51.O.

KoMyHanbHe HEKOMepIliiiHE MIANMPUEMCTBO «3aKaprarchbka oOO0JacHa KITHIYHA JIKApHS
iMmeHi Awnzapis Homaka» 3akaprarcbkoi 00JacHOI paau, TacTPOCHTEPOJIOTIYHE BIIIIJICHHS,
M. YKroponu

7) x.m.H. [lerpuna B.O.

KomyHanesHe HekomepiiiiHe mignpueMcTBO «O0OiiacHa KiiHIYHA JikapHs IBaHO-DpaHKIBCHKOI
00J1acHOT painy», racTPOCHTEPOJIOTIYHE BiUICHHS, M. [BaHO-DpaHKIBCHK

8) a.M.H., ipod. llleBuyk C.B.

«YHIBepCUTETChbKA  KIIIHIKa» BIHHUIBKOTO  HAaIllIOHAIBHOTO  MEIUYHOTO  YHIBEPCHUTETY
im. M.L. TluporoBa (ITiKyBaJbHO-HABUAIbHO-HAYKOBUN LIEHTP), TEPANCBTUYHE BiIJIIJICHHS,
Binaunbkuil HanioHansHUM MeauuHui yHiBepcuteT iM. M.I. ITuporosa, kadeapa BHYTpilIHBOT
Mmegunuan Ne2, M. Binuuis

9) a.Mm.H., npod. CranicnaBuyk M.A.

KomyHnaneHe HekoMepiiiiiHe mignpueMcTBO «BiHHMIIbKa o0lacHa  KIIHIYHA  JIIKapHS
iMm. M.I. TluporoBa Binnuipbkoi ob6macHoi Pamu», OOmacHuil crheriani3oBaHWd KIIHIYHUN
racTpOCHTEPOJIOTIYHUM  eHTp, BIiHHUIBKUMN  HalllOHANbHUW  MEIWYHUM  yHIBEPCHUTET
iMm. MLI. Iluporosa, kadenpa BHyTpiIHb01 MequMHN Nel, M. Binauis

10) x.m.H. Kiznosa H.M.

ToBapuctBo 3 00MEXeHOI BiaNOBiTaNbHICTIO «LleHTp TacTpoeHTeposiorii Ta Ai€TOJNOTrI»,
racTpOEHTEPOJIOTIUHE BIAIIIEHH, M. BiHHUILSA

11) n.m.H., pod. Boosuuenko B.1.

«YHIBEpCUTETChKA JIKapHs» (PUTIS Eep>KaBHOTO HEKOMEPIIMHOro MmiaAnpueMcTBa «JIbBIBCHKHI
HaI[lOHAILHUN MeIUYHUN yHiBepcHuTeT iMeHi JaHuna ['aaumbpKoro», TeparneBTUYHE BiJIIIUICHHS,
Jlep>xaBHE HEKOMeEpIIiitHE MiANPUEMCTBO «JIbBIBCHKHI HalllOHATLHUNA MEIWYHUN YHIBEPCUTET
imeni Jlanuna [amunbekoroy», kadenpa tepamii Nel, MeauuHOi MIarHOCTUKM Ta TeMaToONOril 1
TpaHcdy3ioorii pakyIbTeTy MICIITUIIIOMHOI OCBITH, M. JIBBIB

[IpenapaT MOpPiBHAHHS, BUDOOHUK | —
Ta KpaiHa

CynyTHi MaTepianu/npenapaTu —
CYIIyTHBOI Teparii/fopuanyHa abo




MIPOJIOBXKEHHS J10aTKa 4

¢izuuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKUX 3aC001B
Ta CYNyTHIX MaTepiajiB

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexcanap I'PIHEHKO
(i amc) (Bnacue im’st ITIPI3BUILLLE)




JlomaTok 5

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
15.01.2026 Ne 54

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, mojABilHE ciine, MIane00-KOHTPOIbLOBaHE, OAaraToEeHTPOBE TOCIIKSHHS, 110
CKJIAJA€THCS 3 IBOX YAaCTHH, 3 O€3MepepBHUM MEPEX00M MiXK YaCTHHOIO A (a3za 2) Ta 4aCTHHOIO
B (da3a 3) nns oninku epextuBHOCTI Ta 6e3neyHocTi npenapary BIIBO59 B yyacHUKIB 3 aKTHBHUM
MiATOCTPUM IIKIPHUM YEPBOHUM BOBYAKOM Ta (200) XpOHIYHUM MIKIPHUM YEPBOHUM BOBYAKOM 3
CUCTEMHHUMH TpOsiBaMH a00 0e3 HMX, a TaKoX 3 pedpakTepHicTiO Ta (a00) HEMEPEHOCHUMICTIO
aaTumarsipiitnoi repanii (AMETHYST)», kox mocmimkernas 230LE301, Bepcis 4.0 Bix 18 BepecHs
2024 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Biogen Idec Research Limited, United Kingdom

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

Jliripinima® (BIIB059) (rymanizoBaHi MoHOKIOHambHI aHTHTINA IgGl mpotu aHTHreHY
2 pennputHuX KiIiTUH KpoBi; BIIB059-E); po3unH mns iH'ekIiil y momnepenHbo 3alOBHEHOMY
mmpui 1,5 mo; 225 mr (150mr/mi); Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter
Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG,
Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Biogen MA Inc., USA; Avista
Pharma Solutions, Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Fisher
Clinical Services Inc., USA; Almac Clinical Services, USA; Almac Clinical Services LLC, USA;
Almac Clinical Services Limited, United Kingdom; Almac Pharma Services (Ireland) Limited,
Ireland; Biogen Netherlands B.V., Netherlands;

[Tnane6o no BIIB059; po3unn A iH'ekiiil y nonepeHbo 3all0oBHEHOMY Iumnpuii; Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG,
Germany; Biogen MA Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Fisher
Clinical Services Inc., USA; Almac Clinical Services, USA; Almac Clinical Services LLC, USA;
Almac Clinical Services Limited, United Kingdom; Almac Pharma Services (Ireland) Limited,
Ireland; Biogen Netherlands B.V., Netherlands

Binnosiganeuuit (1) JoCaiAHUK (1)
Ta MicIe (s1) IpOBEACHHS
BUIIPOOYBaHHS B YKpaiHi

1) nmixap I'pangax K.I.

ToBapucTBo 3 00MEXEHOI BIAMOBINATBHICTIO «3akapnarcbka EHmokiHIKa»y, MenuyHui [eHTp
«EHIOKITIHIKY», M. YKTropoJ

2) nikap Kauyp B.B.




MIPOAOBKEHHS 10JaTKa 5

ToBapuCTBO 3 0OMEKEHOIO BIAMOBIIATHHICTIO « MiXKHAPOHUN THCTUTYT KIIHIYHUX JTOCIIHKCHD,
BT Tepamii, peBMaTOJIOTii Ta KapAioJioTii CTaliOHApHOTO BiAIIICHHS METUYHOro HEHTPY
«Ox!Kminix+», M. Kuis

3) k.m.H. Cugop H./I.

Komynanbae nignpuemctBo «BonnHcpka obnacHa KiliHIYHA JiKapHs» BonmmHcepkoi o0macHol paau,
peBMaToJIoTiyHe BiAAIeHHS, M. JIyIibk

4) mupexrop Ilyrau M.M.

ToBapuctBo 3 oOMexeHoro BignoBimanmbHicTIO «Meawunuii 1neHTp «APTEC MEIIKYMy,
JIIKYBaJIBHO-JIIarHOCTUYHE BiJaiIeHHs, M. KuiB

5) k.M.H. Tkauenko M.B.

Komynanene nignpuemctBo «IlontaBchka obnacHa kiiHiyHa JikapHs iM. M.B. CkiidocoBcbkoro
[onTaBcbkoi o6macHOi paan», OOMacHUH JIKyBaIbHO-IIarHOCTUYHUIN PEBMATOIOTTYHUH LIEHTP,
M. [TonraBa

6) mikap 3s0uenko M.T.

[IpuBatHe Masie miAOPUEMCTBO, MeaWyHUH wneHTp «Ilymbe», TepanmeBTHUHE BiJAUICHHS,
M. Binnung

7) a.M.H., pod. CranicnaBuyk M.A.

KomyHnanbHe HekomepiiiiHe mianpueMcTBo «BinHumbka oOmacHa  KJIiHIYHA — JTIKapHS
iMm. ML.I. IIuporoBa Binnunpkoi oGiacHoi Paam», BucokocnemiamizoBanuii kiiHiuHuid LleHTp
peBMaroJorii, ocTeomnopo3dy Ta O10J0TiUHOI Tepamii, BIHHUIPKHI HAIIOHAIBHUN MEAUYHUMA
yHiBepcureT iM. M.I. [Tuporosa, kadenpa BHyTpimiHb0i MeauuuHu Nel, M. Binaums

8) 3aB. BigauieHHs Kymnuk A.B.

KomyHnanbHe HexoMepuiiiHe mianpueMcTBo «Yepkacbka obnacHa JikapHs Yepkacbkoi 061acHOT
paan», KapJllopeBMaToJIOTr uHe BiJAUIeHHs, M. Uepkacu

9) n.m.H., npod. Auumun P.1.

KomyHnansne HekomepiiiiiHe mianpueMcTBo «OOmacHa kiiHIYHA JikapHs [BaHO-DpaHKIBCHKOI
obmacHOi panm», ULEHTp KapJiojiorii, peBMAroyiorii Ta IHTEPBEHLIMHOI MEIULMHH,
[BaHO-®paHKIBCHKMI HalllOHATBHUM MEAUYHUI yHIBEpCUTET, Kadeapa BHYTPIIIHbOI MEIULIUHU
Nel, kninigHOT iMyHoOJIOT1T Ta aneprojorii iM. akaaemika €.M. Heiika, M. IBano-®PpaHKiBCbK

10) n.m.H., mpod. Cwmisn C.1

KomyHnanbHe HekomepliiiiHe mianpueMcTBo «TepHomiabchbka oOJIacCHA KIIHIYHA JIKApHSD»
TepHONMUIBCHKOT 00J1aCHOT paju, peBMATOJOTIUYHE BiAAUICHHS, TEepHOMIBCHKUM HaIllOHATBHUI
MeanuHuid yHiBepcuteT iMeHi [.5I. ['opGaueBcrkoro MiHicTepcTBa OXOpOHM 370pOB'ss YKpaiHu,
Kadenpa BHYTpilIHbOI MeauuuHu Ne2, M. TepHONIb

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa
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CymnyTHi MaTepianu/mpenaparu —
CYIyTHBOI Teparnii/ropuandna abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HaJIaB CIIOHCOP Y1
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKUX 3aC001B
Ta CYNyTHIX MaTepiajiB

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ounexkcanap I'PIHEHKO
(i amc) (Bnacue im’st ITPI3BULIE)




JonaTtok 6

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Neo 54

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Maiictep-ipotokon miis eHkopadeniOy / OiHIMETIHIOY: BIAKPHTE TOCIHIKEHHS IOJAJIbIIOTO
JKyBaHHS MAIIEHTIB, YY4aCTh SIKUX Y KITHIYHUX TOCTIKEHHAX eHKopadeniOy / 6iHiMeTiHiOy TpuBae
Bigkpute nocmipKeHHS 3 TOJOBXKEHHSM JOCTYyNy [0 JIKYBaHHS YYacHUKIB JOCITIIHKCHB
enkopadeniOy Ta OiHiMeTiHIOy 3a mpotokomamu C4221016 1 C4221023», KO TOCIHIHKCHHS
C4221026, ocratouna Bepcis, [lonpaBka 1 Bim 25 Bepecus 2024 p.; C4221016C/C4221023C,
ocTaTo4Ha Bepcis Big 25 mucronana 2024 p.

3asBHUK, KpaiHa

[¢aiizep Ink. (Pfizer Inc.), CIHA

CnoHncop, kpaiHa

[¢paiizep Iuk. (Pfizer Inc.), CIIA

[lepenik qocmimKyBaHUX
JKapChKHUX 3ac001B JIiKapchKa
dbopma, 103yBaHHS, BUPOOHUK,
KpaiHa

BRAFTOVI® (PF-07263896; 1269440-17-6; LGX818; encorafenib (enkopadenid); kamcynw;
75 mr; Ardena US, LLC, USA; Solvias AG, Switzerland; Pfizer Ireland Pharmaceutical Unlimited
Company, Ipnangis; Pfizer Limited, UK; Almac Clinical Services Ltd., United Kingdom;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services U.K. Limited, United Kingdom,;
Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services LLC., CILIA; Fisher Clinical
Services Inc., United States; Pfizer Inc., USA; Eumedica NV, Belgium;

MEKTOVI® (PF-06811462; 606143-89-9; MEK 162; binimetinib (6iHimMeTiHI0); TabneTku; 15 Mr;
Pfizer Ireland Pharmaceutical Unlimited Company, Ipnangis; Pfizer Limited, UK; Almac Clinical
Services Ltd., United Kingdom; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services
U.K. Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Almac Clinical
Services LLC., CIIA; Fisher Clinical Services Inc., United States; Pfizer Inc., USA;
Eumedica NV, Belgium

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHS B YKpaiHi

1) n.m.H., npod. Hyanivenko O.C.

lepxaBHa ycrtaHoBa «lHCTHTYT 3aranbHOi Ta HeBiAkiIanHoi xipyprii imeni B.T. 3aiinesa
HamionaneHoi akagemii MeIUYHHUX HayK YKpaiHW», BIJIUICHHS XIipypridHuX iHQEKIid Ta
YCKJIQTHEHOT OHKOJIOTIYHOT MaToyiorii Ha 25 JKOK 3 MajaTor IHTEHCHBHOI Tepamii Ha 6 JXKOK,
M. XapkiB

[IpenapaTy mOpiBHSAHHS, BAPOOHHUK
Ta KpaiHa




MIPOJIOBKEHHS J101aTKa 6

CymnyTHi MaTepianu/mpenaparu
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP
9H 3a5BHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKHUX
3ac00iB Ta CyNmyTHIX MaTepiajiB

Kommanis, sika Ji€ 3a JOBIPEHICTIO, 10 HA/aB CIIOHCOP YM 3asBHUK HA BBE3CHHS JOCIIJKYBaHUX
JiKapChKUX 3ac00iB Ta cymyTHix MatepiamiB — TOB «C.M.O. - Ykpaina», TOB «CMO — I'PVII
Ykpaina»

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(i amc) (Bnacue im’st ITIPI3BUIILE)



Jonarox 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

Onosnena bpomypa gocnigauka (RM-1929 / ASP-1929 Photoimmunotherapy), Bepcist 19.0 Bix
19 mucromana 2025 p., anrmniicbkoro MoBo0; [Hdopmartiitauii 1ucTok 1 hopma iHhopMoBaHOT 3r0TU
Ha y4yacThb Yy KJIIHIYHOMY JAOCHipKeHHi, Bepcis 6.1 Bim 02 rpymas 2025 p. aHrIiHCBKOIO Ta
YKpaTHChKOI0 MOBaMH; 3aJly4eHHS IOJAaTKOBOTO BHPOOHMKA JiKapchkoro 3acoOy IlucrmaTwn
KOHIEHTPAT AJIsl pO34YHMHY JUIsl iH(y3iit 1 Mr/mil, 110 BUKOPUCTOBYETHCS SK MpernapaT MOpPiBHIHHS:
Accord Healthcare Single Member S.A., I'pentisti; 64th Km National Road Athens Lamia, Schimatari,
320 09, I'pewisi; 3amyueHHs JOJATKOBOTO BUPOOHMKA JliKapchkoro 3aco0y LucnnaTiH KoHLIEHTpat
Ui po3unHy st iHQY3iM | Mr/mu, mo BHKOPHCTOBYETHCS SIK Tpemapar IMOpiBHAHHSA: Intas
Pharmaceutical Limited, [nais Plot No5 To 14, Pharmez, Near Village Matoda National Highway
No.8a Sarkhej-Balva, Sanand, Ahmedabad, 382213, Innis; 300pakeHHsI €KpaHy KEpiBHHIITBA 3
3allOBHEHHS eJeKTpoHHOro onutyBanbHuka e€COA Study Screen Report — Tablet Training, Bepcis
1.0 Bix 30 munast 2024 p., yKpaiHCEKOIO MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1596 Bix 20.10.2025

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«bararoueHTpoBe, paHI0MI30BaHe, BiIKpUTE JocaikeHHs 3 ¢a3u ¢poroimyHorepamnii ASP-1929 y
KOMOiHaIii 3 meMOposi3ymMaboM y MOpIBHAHHI 31 CTaHIAPTHOIO Tepami€ro Ui Mepioi JiHii
JIIKYBaHH$ Mall€HTIB 3 TVIOCKOKIITUHHUM JIOKOPEriOHATbHUM PELUINBYIOYUM PAKOM I'OJIOBU Ta LIU1
(ITKPI'TII) Ge3 Bimmanenux meractasiBy, ASP-1929-381, nompaska 2 Big 28 Gepesns 2025 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeskeHoI0 BifnosigansHicTio «BIOPACI YKPATHA»

CnoHcop, KpaiHa

Pakyten Meniken, [ak., CIIIA (Rakuten Medical, Inc., USA)

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Honatok 8

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s

VYkpainu «IIpo npoBeneHHs KITHIYHIX

BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocminauka bemyrudan (MK-6482), Bumanns 13 Bim 28 xoBTHa 2025 poky,
aHIITIHChKOI0 MOBOIO; YKpaina, MK-6482-005, Indopmariis Ta JOKyMeHT Ipo iHPOPMOBaHY 3roay
1Tt martienTa, Bepeis 2.06 Big 02 rpyans 2025 p., yKpaiHCbKOK MOBOO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 767 Bin 02.04.2020

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Bigkpure, pangomizoBane gociimkenns 3 ¢aszu npemnapaty MK-6482 B mopiBHSHHI 3 mpenapatom
€BEpOJIIMYC Y YYaCHHUKIB 3 TMOIIMPEHUM HHUPKOBO-KIITUHHHM PAKOM, SIKUH MPOTpEcyBaB IiCIs
nonepeansoi PD-1/L1 Ta VEGF-tapretnoi tepamii», MK-6482-005, 3 iHKOpIOpOBaHOIO
nonpaskoro 10 Big 22 ceprast 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH010 BianoiganbHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)
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110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnignuka o npenapary BGF MDI, BFF MDI, BD MDI, GP MDI, Bepcisa 12.0 Bixg
21 nucromana 2025 poKy aHTIIIHCHKOI0 MOBOIO; 301IbIIEHHS KUTBKOCTI AOCHIpKyBaHuX 3 213 10 238
ISl BKITIOYCHHS Y KJIiHIYHE BUIPOOYBaHHA B YKpaiHi; 3aydeHHs 10JaTKOBOTO Miclis IPOBEICHHS
KJIIHIYHOTO BUIIPOOYBaHHS:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
/1 HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOyBaHHS
1. | mixap danko M.I.
ToBapucTBO 3 OOMEKEHOIO BiIIMOBIAAIBHICTIO <<HEﬁPOMEH>>, Menuunuii  LIeHTp
«HEMPOME/», nikyBanbHO-IpodilaKTHUHMI Iipo3 i, M. Ykropox

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1397 Big 08.08.2024

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«PannomizoBane, moBiiHe ciimne, 0araroreHTpoBe qochimkenHs dasu Il y mapanenpHuX rpymnax
JUTSL OLIIHKU €()EKTUBHOCTI J030BAHOTO IHTAIATOPY OyAECOHIIYy, TIIIKOIMIPOHI0 Ta (HOopMOTEpOITY
(dbymapaty BiIHOCHO JI030BaHOTO 1HTAJIATOPY MNIIKOMIPOHito 1 popMoTepoiy pymapaTy Ha cepleBo-
JIET€HEB1 HACIHIJKU y XBOPUX Ha XpOHIYHE OOCTpyKTHBHE 3axBoproBaHHs jereHb (THARROS)»,
D5989C00001, Bepcis 2.0 Bix 28 ciuns 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



Honatoxk 10

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A

VYkpainu «IIpo npoBeneHHs KITHIYHIX

BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa mocmimnuka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xmopun), Kcanomenin
(BMS-986519), Tpocmito xmopun (BMS-986520), Bepcist 13 Big 15 cepmus 2025 p.; Kaprka
HaragayBaHHs Tpo Bi3uT, Bepcis 1.0 Big 04 kBitHsa 2025p. mns Ykpainu [BMS - ADAGIO -
Appointment Reminder Card - 04-APR-2025- Ukrainian (Ukraine) - V1.0], ykpaiHCEKOO MOBO¥O;
[HpopmariitHuii TMCTOK 0cO0H, 110 3aiicHIOE gors, Bepcis 1.0 Bix 24 kBiTHs 2025p. mis Ykpainu
[BMS - ADAGIO-2 - CN012-0024 - Caregiver Fact Sheet - 24-APR-2025- Ukrainian (Ukraine) -
V1.0], ykpaincpkoro MoBorw; OcHOBHI MoMeHTH ¢opmu iH(DopmoBaHoi 3roau, Bepcis 1.0 Bix
04 wepBus 2025p. nns Ykpainu [BMS - ADAGIO-2 - CN012-0024 - IC Flip Chart -04-JUN-2025 -
Ukrainian (Ukraine) - V1.0], ykpaiHcbkoro MOBO10; JIUCT Big OOCHigHMKA 10 MOTEHLIHHOTO
ydacHUKa ociimpkerns, sepcis 1.0 Bix 24 xBitas 2025p. mist Yipaiau [BMS - ADAGIO-2 - CNO12-
0024 - PI to Patient Participant Letter - 24-APR-2025- Ukrainian (Ukraine) - V1.0], ykpaiHcbko10
MoBoto; I[locrep mis Habopy y4yacHUKIB y amociipkeHHs, Bepcis 1.0 Bim 25 xBitHs 2025p. ans
VYkpainu [BMS - ADAGIO-2 - CNO012-0024- Recruitment Poster - Europe - 25-APR-2025 -
Ukrainian (Ukraine) - V1.0], ykpaiHcbkOoi0 MOBOI; BykjeT i3 BCTYNMHOW 1H(OpMAIIE Mpo
nocmimkenns, sepcis 1.0 Big 25 xBitHa 2025p. ansg Ykpainu [BMS - ADAGIO-2 - CN012-0024 -
Study Intro Trifold - Europe - 25- APR-2025- Ukrainian (Ukraine) - V1.0], ykpaiHCbKOIO MOBOIO;
[TnanyBanpHUK 3anMCiB 1 Bi3UTIB, Bepcis 1.0 Big 16 uepsHs 2025p. ans Ykpainu [BMS - ADAGIO-
2 - CNO12-0024- UYS Book and Visit Planner - Europe - 16-JUN-2025 - Ukrainian (Ukraine) -
V1.0], ykpaiHChKOIO MOBOIO; BKIIIOUEHHS JOJATKOBHUX MICIIb TPOBEAEHHS KIIIHIYHOTO

BUIIPOOYBAHHSL:
No I1.1.B. BiAIIOBIAILHOTO AOCIITHUKA
n/n HazBa miciisg mpoBe/ieHHs! KJIIHIYHOTO BUTPOOYBAaHHS

1. | n.m.H. Mopo3 C.M.

Komynanene minnpueMctBo «JlHimponerpoBchka OararonpodiibHa KIIIHIYHA JIKapHS 3
HQJaHHSA  TCUXiaTpU4HOI  jgomoMoru»  JIHimpomeTpoBChbKOi  OONAcHOi  paau»,
TICUXOHEBPOJIOTiYHEe BiAIUIeHHs (ncuxocoMatnyHuil ueHtp) Nel0, m. JIninpo

2. | mikap Bpy6aescbka I.B.
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Komynanbne Hekomepiiiiiae mignpuemMctBo «KiiHiYHMN 3aKaja 3 HAJAaHHS NCUXIaTPUIHOT
noniomoru «IICUXIATPISI»« BukonaBuoro oprany KuiBchkoi Micbkoi pamu (KuiBchkoi
MICBKOI Jiep>KaBHOT ajMiHicTpartii), CrerianizoBaHuid MiapO3 i 3 HAJaHHS ICUXIaTPUIHOT
norniomoru. Ilcuxiarpuune BimmiienHs Ne3(0, KuiBcpka o0sactb, DacTiBCbKUN paiioH,
cmT. I'meBaxa

3. | mikap 3ias0epOaat .M.

Komynanbne Hekomepiiiine minnpuemctBo KwuiBcbkoi ob6macnoi pagu  «OOGmnacHe
MICUX1aTPUIHO-HAPKOJIOTIYHE MEIUYHE 00 €HAHH», YoJoBiue BimmiaeHHs Nel(, skiHoue
BiTiienHs Ne2, KuiBcbka o0sacts, @actiBebkuil paiion, cMT. ['ieBaxa

4. | n.Mm.H. Onps €.B.

KomynanbHe HekoMmepuiliHe mianpueMcTBo «Opecbkuid OONMacHUN MEOWYHUH LEHTP
MICUXI4YHOTO 3710poB si» Oneckkoi 0061acHoi paau, BIJOKPEMIICHUH CTPYKTYPHUHN MiAPO3/IiI
Ne3, Bigminenns Ne36, Onecpbka 00actb, Onecbkuii p-H, ¢. OnekcanapiBka

5. | mikap Kaunnceka B.T.

KomyHansHe HEKOMEpITiiHEe TAMPUEMCTBO « XMETBHUIIPKUN 00JIACHUI 3aKJ1aj] 3 Ha/IaHHS
MICUXIaTPUYHOI TOTOMOTH» XMEJIbHUIIBKOT 00J1acHOT paau, 1-1me BimaiaeHHs Ha 50 JTiKOK-
YOJIOBiYe, 3araJIbHOTICHXIaTPUYHE JIJIS IOPOCIUX, XMETbHUIIbKA 0071., XMEIbHHUIIBKUI p-H,
ceno CKapyKUHIT

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1910 Bix 18.12.2025

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, MOJBIMHO-CIIINE, IJIANE00-KOHTPOJIIbOBAHE JOCHIKeHHS 3-1  ¢a3u, 110
MIPOBOJIUTHCS y MapajieIbHUX Ipynax 3 BUBUEHHS e(heKTUBHOCTI Ta 6e3neyHocTi npenapariB KarXT
+ KarX-EC nns nikyBaHHs axwurauii noB’s3aHoi 3 XBopoOorw Aunbureiimepa (ADAGIO-2)»,
CNO012-0024, opuriHaisHuil mpotokou Bij 21 motoro 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

ToBapucTBO 3 HeoOMEKEHOI0 BiINoBiANBHICTIO bpicTon-Maiiepc CkBi66 Cepaices, Ipinanis

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Homarok 11

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii IIpotokon xiiniunoro BumpoOyBanHs CT-P53 3.1, Bepcis 3.0 Big 17 numcromana
2025 poky, aHrmiiicekoro MoBo; bpomrypa mociinnuka CT-P53, Bepcis 3.0 Big 13 nmcromana
2025 poky, aHrmiichkor0 MoBorw; I[Hdopmariis mns marienta 1 @opma iHGOPMOBaHOI 3roju,
OcnoBHe nociimkeHHs, Bepcis 6.0 Bix 26 nucromana 2025 poky, ans YKpaiHu, aHTTIHCHKOIO Ta
YKpalHChbKOI0 MOBaMH, Ha OCHOBI Maiictep-Bepcii [Hpopmarii ans manienta 1 @I3 anrmiicbkoro
MOBO¥O, Bepcist 4.0 Big 19 muctomana 2025 poky

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2080 Big 07.12.2023

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«®aza 1/3, moxagiiiHe ciine, paHJAOMi30BaHEe, 3 aKTHBHHM KOHTPOJIEM, Y TapajelIbHUX Trpymnax
JOCITIJDKEHHS JJI TTOPIBHSAHHSA €(EeKTUBHOCTI, (papMaKOKiHETHKH, (DapMaKOJIWHAMIKH Ta OE3MEeKH
npenapary CT-P53 i mpenapaty OkpeBycC y MaIi€HTIB 3 PEIUANBYIOYO-PEMITYIOUUM PO3CISTHUM
ckaepo3zom», CT-P53 3.1, Bepcist 2.4 Big 17 6epesns 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHncop, kpaiHa

CEJUITPIOH, Iuk., Pecriy6nixa Kopes (ITiBnenna Kopest) / CELLTRION, Inc., Republic of Korea
(South Korea)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)
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110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa mocmimnuka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xmopun), Kcanomenin
(BMS-986519), Tpocmito xmopun (BMS-986520), Bepcis 13 Bim 15 cepmnas 2025 p.;
Kaprka naragyBanss npo Bizut, Bepcist 1.0 Bix 04 kBitHs 2025p. nns Ykpaiau [BMS - ADAGIO -
Appointment Reminder Card - 04-APR-2025- Ukrainian (Ukraine) - V1.0], ykpaiHCEKOO MOBO¥O;
BxiroueHHs TOJaTKOBUX MICIIb TPOBEICHHS KJIIHIYHOTO BUIPOOYBaHHSI:

No [1.I.6. BiIMOBIJAIEHOTO JOCITITHAKA
/11 Ha3sBa micIisg npoBeicHHS KJIIHIYHOTO BUIPOOYBaHHS

1. | n.m.H. Mopo3 C.M.
Komynanene migmpueMcTBo «JlHimporeTrpoBcbka OaraTtonpodinbHa KIiHIYHA JKApHS 3
HaJIaHHS  TcUXiaTpu4HOi  jgomomorw»  JIHImpomeTpoBcbkoi — oOmacHOi  paam»,
TICUXOHEBPOJIOTiYHe BiAaIeHHs (cuxocoMatnyHuil uentp) Nel0, m. JInimpo
2. | mikap BpyOneBcobka .B.
Komynansne HekoMepItiitHe mianpueMcTBo «KmiHiUHMIA 3aKIaa 3 HaJaHHs TICUXI1aTPUYHOT
nonomoru «I[ICUXIATPISA»« BukonaBuoro oprany KuiBcbkoi Mickkoi pagu (KuiBchkoi
MICBKOI Jiep>KaBHOT anMiHicTparii), CrienianizoBaHui TiAPO3ALT 3 HaJaHHS TICUX1aTPUYHOT
noniomoru. [lcuxiarpuune BigauieHHs Ne30, KuiBchka oOmacts, dacTiBChbkuii paiioH,
cMmr. ['neBaxa
3. | mikap 3inbbepomnar .M.
KomynaneHe HekomepiiiiiHe mignpueMctBo KuiBcbkoi o6macHoi pagum  «OobnacHe
MICUX1aTPUYHO-HAPKOJIOTIYHE MEIUYHE 00 €JHaHHs», YojoBiue BiaauieHHs NelO, xiHoue
BiminenHs Ne2, KuiBcbka oOnacts, @actiBebkuil paiion, cMT. ['neBaxa
4. | a.m.H. Onps €.B.
KomyHnaneHe HekomepliiiHe mianpueMcTBo «Onechkuil 00MacHUN MEIWYHUA ILEeHTP
TICUXIYHOTO 3710pOB s»» Onecbkoi 00JacHOT paan, BIJOKPEMIICHHH CTPYKTYPHUH TIIAPO3ALT
Ne3, Bininiennst Ne36, Onecbka 00nacth, Onecbkuii p-H, c. OnekcanapiBka
5. | mikap Kaunnceka B.T.
KoMyHansHe HeKoMepIIiifHe MANMPUEMCTBO « XMEIbHUIIBKUI 00TacHU 3aKiajl 3 HAJaHHS

TICUX1aTPUIHOI TOMOMOTH» XMEIbHUIIbKOI 001acHoi paau, 1-mre Bigaiiensas Ha SO JT1KOK-
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YOJIOBIYe, 3araJibHONCUXIATPUYHE IS AOPOCTUX , XMEIbHUIbKAa 00J., XMEIbHUIBKHMA
p-H, cenno CKap>KUHIT

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1910 Bix 18.12.2025

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Bigkpure momoBxkeHe MocCHiKeHHS 3-1 (a3u 3 OIIHKH JOBTOCTPOKOBOi O€3MEYHOCTI Ta
nepenocumocti npenapatiB KarXT + KarX-EC nmis nikyBaHHS aXuTalliil MoB’s3aHO1 3 XBOPOOOIO
Anpureiimepa (ADAGIO-3)», CN012-0025, opuriHasibHH# npoToko Bijg 24 motoro 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

ToBapucTBo 3 HeOOMEKeHO0 BiANoBinaIbHICTIO bpicton-Maiiepc CkBi66 Cepgices, Ipnanmist

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIILE)



Honatox 13

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicClsl MPOBEIEHHS KITHIYHOTO BUITPOOYBAHHS:

nikkamu, M. JIynbk

BYJIO CTAJIO
3aB. Bif. [llynera JI.®. nikap [ynera [1.®.
«BonmuHacpka oOmacHa KiiHIYHA JiKapHs», | KoMmyHansHe — migmpueMcTBO  «BoONMHCHKA
xipypriude (eHIOKpUHHOI 1 abaomiHanmbHOI | OONacHa KIiHIYHA JiKapHsS»  BoauHCbKOI
NaToNorii) BIJJIICHHA 3 TMPOKTOJOTIYHUMH | OOJIACHOI  pagW,  XipypriuHe  BiAIiIeHHS

a0JIOMIHAJIBHOI, CHJOKPWHHOI TaTOoJIoTii Ta
KOJIOTIPOKTOJIOTi, M. JIyIbK

3MiHa Miclig IPOBEIECHHS KJIIHIYHOIO BUIPOOYBAHHS:

HAyKOBO-JIIKyBaJIbHUN KOMILJIEKC)
BiHHUIIBKOTO ~ HAIlIOHAJIBHOTO  MEAWYHOIO
yHiBepcurery iMmeHi M.I. Iluporoa, Bigain
Xipyprii, BinHUIBKMIHA HalllOHAJIbHUH
MeauuHuil yHiBepcuter iMmeHi M.I. Tluporosa,
kKadeapa  BHYTpIIIHbOT  MeAMUMHU  Ne2,
M. Bigauns

BYJIO CTAJIO
I.M.H., ipo¢. [leBuyk C.B. I.M.H., ipod. [leBuyk C.B.
Kninika ~ HayKOBO-IOCHIAHOTO  IHCTHTYTY | « YHIBEpCHUTETChKAa KIiHIKa» BiHHHIBKOTO
peaObimiTarii oci0 3 iHBaNiAHICTIO (HaBYAJIbHO- | HAI[IOHAILHOTO  MEAWYHOTO  YHIBEPCHUTETY

imeH1 ML.I. [luporosa (J1iKyBaJbHO-HaBYaJIbHO-
HAYKOBUH IIEHTp), TepaneBTHYHE BiJJIIJICHHS,
Binaunmekuit HaIlOHAJIBbHUH MeIUYHUN
yHiBepcureT iMeHi M.I. Iluporosa, kadenpa
BHYTPIITHBOT MeauIIHU No2, M. BinHuIIst

k.M.H. Kiznosa H.M.

KomyHnaneHe HeKkoMepIliiiHE MiIIPUEMCTBO
«Binnupka o0macHa — KIiHIYHA — JHKapHS
iMm. M.I. IlmporoBa Binaumpkoi o61acHOT

pamu», OOnacHuUil BHCOKOCTEIiali30BaHUN
KIIHIYHUM ~ TacTpOEHTEpOJIOTIYHUN  IIEHTP,
M. Binaurs

k.M.H. Kizzosa H.M.

ToBapHuCTBO 3 OOMEXEHOIO BIJIMOBIIATLHICTIO
«IlenTp rTacTpoeHTeposorii Ta MI€TONOTIi»,
racTPOEHTEPOJIOTIUHE BIIIIEHHS, M. BiHHUIISA

3aB. Bi1. Kupuuenko O.B.

nikap Kupuuenko O.B.
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KuiBcbka kiiHIUHA JiKapHsA Ha 3aii3Hu4HOMY | KniBchKa KiTiHIYHA JIKapHSA Ha 3a1i3HUYHOMY
tpancropti  No2  ¢imii  «llenTtp oxoponu | Tpancropti Ne2  ¢imii  «llenTp oxopoHu

3JI0POB’SI» aKI[IOHEPHOTO TOBapUCTBA | 3JI0POB’ 5 aKI[I0HEPHOTO TOBapUCTBA
«YxKpaiHcbKa 3QTI3HULSY, | « YKpaAiHChKa 3ali3HULS», MEHTP KIIHIYHUX
racTpoeHTepoJIoriuHe BijaiaeHHs, M. KuiB JochikeHb, M. Kuip

Howmep Ta nata nakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BHUIPOOYBaHHS

Ne 341 Bix 26.02.2018

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararornienTpoBe, paHIOMi30BaHe, TOJBIHHE ciine, IUIANE00-KOHTPOIbOBAHE S2-TH)KHEBE
JOCTIPKEHHST MIATPUMYIOUOi Ta BIIKPUTOI MPOAOBKEHOI Teparii A OLiHKH e(pEeKTUBHOCTI Ta
0e3meyHocTi picaHki3ymaly y mamieHTiB 3 xBopoboro Kpona», M16-000, 3 iHKOprmopoBaHUMH
aJMiHICTpaTUBHUMHM 3MiHamu 1, 2, 4, 6, 7, 8, 9 Ta nonpaskamu 1, 2, 3,4, 5,6,7,8,9, 10, 10.1 Ta 11
Bix 04 rpynus 2024 poky

3asBHUK, KpaiHa

«E060BIi biodapmacerorikans ['m6X», [lIBelinapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHS Oaexcanap 'PINEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)




Honatok 14

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

[Ipotokon xmiHigyHOTO mocmimkeHHs X4P-001-110, Bepcis 4.0 Big 05 xoBTHs 2025 poky,
aHIITIMCHKOI0 MOBOIO; Jlocke MOCTiKYBaHOTO JiKapchkoro 3acody masopukcadop (X4P-001),
Bepcisg 10.1 Bim 23 xoBTHsA 2025 poKy, aHTUIMCHKOIO MOBOKO; 3rojla Ha Y4YacTh Yy KJIIHIYHOMY
nocmimkenni, Bepeis 4.0 Bix 15 sxoBTHS 2025 p. yKpaiHCBKOIO MOBOIO; 3roja O0aThKiB Ha y4acTb
TUTHHH Yy KIIHIYHOMY nociimkenHi, Bepcis 4.0 Bixm 15 xoBTHs 2025 p. yKpalHCHKOIO MOBOIO;
Iadopmarris Ta popma iHHOpMOBaHOT 3r0IM HEMTOBHONITHROI AUTHHU BikoM 14-17 pokis, Bepcis 4.0
Bix 15 xoBTHA 2025 p. ykpaiHCbKOIO MOBOMW; IH(dopmalis mpo AOCHiKEHHS AN OITed BiKOM
12-13 pokiB, Bepcis 4.0 Bixg 15 sxoBTHS 2025 p. yKpaiHChKOIO MOBOIO; IH(MopMamiitauil aucT A
BariTHOI y4acHMIII/mapTHEpKH Ta ¢opma iHdopmoBaHoi 3roau, Bepeis 4.0 Big 15 sxoBtHa 2025p.
YKPaIHCBKOI MOBOO

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1397 Bix 08.08.2024

Ha3Ba kniHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, TOJBIHE cIine, IIae00-KOHTPOIbOBaHE, OaraTOIEHTPOBE JOCIIHKEHHS
MmaBopukcagopy ¢asu III cepex ydwacHUKIB 3 BpOJUKEHUMH Ta HAOyTHUMHU MEPBUHHUMHU
ayTOIMYHHHMMH Ta 1110MaTUYHUMHU XPOHIYHUMHU HEUTPONEHIYHUMU PO3JIalaMU, 110 CTPaX/1at0Th Ha
peuuuByoui Ta/abo cepiiosHi iHdekuii», X4P-001-110, Bepcis 3.0 Bix 10 mrotoro 2025 p.

3asiBHUK, KpaiHa

HOBOTEK KJIIHIKAJI PICBOY (KIITP) JIMITE/L, Kinp

CnoHcop, KpaiHa

X4 Pharmaceuticals, Inc., USA / Ikc4 ®@apmacsiotikans, [ak., CIITA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLE)




Jonatoxk 15

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

InenTudikamist CyTTe€BOI MOMPABKU

3MiHa Ha3BU Miclig IPOBEICHHS KJIIHIYHOTO BUNPOOYBaHHSI:

BIJUTUICHHS, M. 3aIIOpiHOKs

BYJIO CTAJIO
K.M.H. Yepke3 A.M. K.M.H. Yepke3 A.M.
KomyHnanbHe HekomepiiiiiHe mignpuemMcTBo | KoMmyHalpHE HEKOMEpIiHE — ITiJIPUEMCTBO
«3amopi3zpka oOiacHa KIIHIYHA JIKapHA» | «3amopizbka oO0JlacHa  KIIIHIYHA  JIKapHD»
3anopi3bkoi 00MacHOl paad, HEBPOJIOTIYHE | 3amopi3bkoi  obnacHoi  paau,  BIATIJICHHS

IHTepBEHILIIHOT HEBPOJIOTii, M. 3aOPIKKS

3MiHa BiJIMOBIAATILHOTO JIOCHITHUKA Ta 3MiHAa Ha3BU MICIIsl POBEICHHS KJIIHIYHOTO BUTPOOYBAHHS:

bVYJIO

CTAJIO

mikap 3axaposa JLA.

HepxaBHa yCTaHOBa «YKpaiHChbKUHI
JepKaBHUH  HAyKOBO-JOCTIHUN  1HCTUTYT
MEINKO-COIIaIbHUX ~Tpo0IeM  iHBaIiTHOCTI
MinicTepcTBa OXOpPOHHU 370pOB’S YKpaiHu»,
BIUIUIEHHS HeBpoJsorii Ta pealuriTamii 3
IlerntpoM Tepamnii 6osto, M. JIHIIIpo

K.M.H. Mopo3 O.M.

HepxaBHa yCTaHOBa «YKpaiHCBbKUI
JIepKaBHUH  HAyKOBO-JIOCHIHUN  1HCTUTYT
MEIMUKO-COIIaIbHUX ~Tpo0IeM 1HBaNiTHOCTI
MiHicTepcTBa OXOpPOHHU 370pOB’ST YKpaiHU»,
BiIeHHs HeBpostorii 3 LlenTpom po3cisiHoro
cKJ1epo3y, M. JIHirmpo

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2072 Bix 10.12.2024

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJ1, Bepcis Ta jara

«Bigkpurte, OaraToLIEHTPOBE, ITOJATKOBE JOCIHIDKEHHS JIs OLIHKKA CIOPUUHATTS TAIll€HTOM
(G13MYHOTO BIUIMBY PO3CISHOTO CKJIEpPO3Yy Ta HaJaHHsS MOJAIBLIOrO JOCTYIY 0 OKpei3ymaly
MalieHTaM 3 PO3CISTHUM CKJIEpO30M, sIKl paHillie Opajay ydacTh y JOCIHIIKEHHSX, CIOHCOPOBAHUX
kommnaHi€ero «Jxenentex» Ta/abo «®.Xodpdmann-JIs Pomr JItay Ta, siKi HE MalOTh AOCTYIHOCTI 0
MIpOrpaMu JAOCTYITY HicJsl KJiHIYHOTO BUNpoOyBaHHs», MN45053, Bepcis 5 Bix 09 tpasus 2025 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKEHOI0 BianoBigadbHICcTIO «Porr Ykpainay

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Pour Jlta, [seiuapis

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(migmc)

(Bnacue im’st [TIPI3BUILE)



Jlomarox 16

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

BrroueHHs 10JaTKOBUX MICLIb TPOBEICHHS KJIIHIYHOTO BUTPOOYBAHHS:
Ne I1.1.B. BiAnOBiIaJIbHOTO AOCIIITHUKA
/11 Ha3pa micIisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS
1. | n.m.H., ipod. Pycun A.B.
KomynaneHe HexomeplliiiHe MiANPUEMCTBO «3aKapHaTChbKUl MPOTUIYXJIUHHUI LIEHTP)»
3akapnaTcbKoi 00JIaCHOI pajiy, XiMiOTepaneBTUYHE BIJJIIJICHHS, M. Y KrOpoJ
2. | k.M.H. Mamegcbka O.B.

ToBapuctso 3 ooMexeHor BinmoBiganeHicTiO «BIT MEJIIKAJI», oHKOJIOTIYHE BiITIICHHS,
M. Binaumg

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2147 Bix 25.12.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«IlonBiitHe ciine, paHaOMi30BaHE, KOHTPOJIbOBAHE aKTUBHUM TMPENAPATOM JOCHIKEHHS ¢a3u 3,
sIKe TIPOBOJATH Yy MapajieabHUX Ipynax /s NOPiBHIHHA e()EeKTUBHOCTI Ta O€3MEYHOCT] NpenapaTiB
CT-P51 Ta Kitpyna B komOiHamii 3 XimioTepami€ro mpenaparaMy IJIaTUHU 1 MEMETPEKCEIOM Y
MAII€HTIB 13 METACTATUYHUM HEIUIOCKOKJIITUHHUM HeIpiOHOKIITUHHUM PAaKOM JIET€Hb, SIKI paHile
He oTpuMyBainu JikyBaHHs», CT-P51 3.1, Bepcis 2.0 Bix 14 aucronaga 2024 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

CEJUITPIOH Iuk., Pecny0aika Kopes [Celltrion, Inc., Republic of Korea]

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



Honatox 17

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa mocmimamka mis npenapaty Guselkumab/ IN'ycenmbkyma® (CNTO1959 (guselkumab),
BuganHs 17 Bix 29 cepmast 2025 poky; Jlocke gocmimKyBaHOro Jikapcbkoro 3acody Guselkumab/
I'ycenbkymad (CNTO1959 (guselkumab): Module 3: Quality — IMPD: Drug Substance, S-section
Chemistry, Manufacturing, and Control, Bepcist 7.0 Big 11 mumuas 2025 poky; @opma iHpopmoBaHOi
3O Ha MPOBEACHHS 12-MiCSYHOTO CIIOCTEPEIKEHHS 3a IUTHUHOIO TICIIs ii Hapo KeHHs, Bepcis 1.0
Bix 30 BepecHs 2025 p. Ha ocHOBI MalicTep-Bepcii P13 BariTHOT yyacHUIII KIIIHIYHOTO TOCTIKEHHS,
Bepcis 1.1 Big 16 BepecHs 2025 p., yKpaiHChKOIO Ta POCIHCHKOIO MOBAMH

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1962 Bix 29.10.2018

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, moOJBIHE ciine, IUIaLE00-KOHTPOJIbOBAHE Ta 3 AaKTUBHUM KOHTPOJIEM,
0araToleHTPOBE JOCTIIKEeHHS (pa3u 2/3, 1110 MPOBOJUTHCS Y MapajelbHUX I'PyNax 3 METOI0 OLIHKH
e(eKTUBHOCTI Ta O€3MEeYHOCTI TyceabKyMaly y MaiieHTiB 13 XxBopoboro KpoHa B akTHBHIH (a3i Bix
CEPEHBOTO0 J0 BAXKOTo CTymneHs TsokkocTiy, CNTO1959CRD3001, 3 monpaBkoro 5 Big 12 numas
2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / fluccen @apmanestuxa HB, benbris

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)




Honatox 18

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHuii nmpotokoi KirHiYHOro BunpoOyBanas MK-1084-012 3 iHKOPIOpOBaHOIO MOIMPABKOIO
02 Bixg 07 nmucromana 2025 poky, aHTIiHCEKOI0 MOBO; OHOBIeHUN po3ain P.8 CtabinpHICTD ISt
TabIeTOK, BKpUTUX TUTIBKOBOIO 000sI0HKOW (FCT) Jlocke mocimiKyBaHOTO JIKapChKOTO 3aco0y
MK-1084, Bepcis 08ZJZN, Bix 11 mmcronama 2025 poky, aHMIHCEKOIO MOBOK; [TomOBKCHHS
TEPMiHY MNPUAATHOCTI AOCIIIKYBaHOrO Jikapchbkoro 3aco0y MK-1084, Ttabnerku, BKpUTI
mw1iBKoBO10 000s10HKOO (FCT), mo 25 Mr Ta 50 mr 10 24 micsiiiB

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1104 Bix 11.07.2025 y penakiii Hakazy MO3 Ykpainu Ne 1271 Big 11.08.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannmomizoBane, BigkpuTe, OaraTolieHTpoBe KiiHIuHE mociimpkeHHs Il ¢dasm ang ouiHkm
6e3neunocti Ta edexkruBHocTi MK-1084, nerykcumady Ta cxemu mFOLFOX6 nopiBHSHO 3i
cxemoro mMFOLFOX6 3 nonaBanHsM OeBann3yMady abo 6€3 HbOTrO B SIKOCTI MEpIoi JiHIi Teparii
JUIs  YYaCHUKIB 3 JIOKAJbHO PpO3MOBCIOJUKEHHUM HeomepabenbHUM a00 MeTacTaTUUYHUM
koJopekTanbHUM pakoMm 3 MyTtamiero KRAS GI2C (mocmimkenns KANDLELIT-012)»,
MK-1084-012, Bepcis 01 Bix 01 tpaBust 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

TOB Mepk Illapn enx Joym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)




Honatok 19

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

[Ipotokon kminiunoro pociimkeHHs J1I-MC-GZBO, Bepcis (e) Bim 15 xoBTHa 2025 poky,
aHTIiChKOI0 MOBOK; Komruiekt matepianiB ans mamieHTiB: [louatkoBuii mocioHuK «lIporpama
310poB’sl 1 Omaromonyyus», Bepcis 1 Big 24 munHs 2025 poky ykpaincbkoro mMoBor (Welcome-
Guide Master vl 24Jul2025 UA-UK); 7-meHHa mnporpama TIOKpamieHHsS CHY, Bepcis | Bin
29 nunus 2025 poky ykpaiHChKoro MoBow (7-Days-to-Better-Sleep Master v1 29Jul2025 UA-
UK); 7-nenna mporpama Oinbioi akTuBHOCTI, Bepcis 1 Big 24 mumas 2025 poky yKpaiHCBKOIO
MoBol0 (7-Days-of-Moving-More Master vl 24Jul2025 UA-UK); 7 nHIB ynpaBiaiHHS CTPECOM,
Bepcis | Big 24 mumHs 2025 poky ykpaiHChKOr MoBoio (7-Days-of-Managing-Stress-
DG Master vl 24Jul2025 UA-UK); 7 aHiB 310pOBOro CHiJIKyBaHHA, Bepcis 1 Bix 24 nunHs
2025 poky ykpaiHcekoro MoBoio (7-Days-of-Healthy-Connections Master vl 24Jul2025 UA-
UK); Jluct 3 oHOBJEHOI iH(OpMAI€r0 TMpo AociimkeHHs, Bepcis 2 Big 21 numua 2025 poky
ykpaiacbkoro MoBoto (GZBO Study-Update-Letter-Participant Master v2 21Jul2025 UA-UK)

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 513 Bix 21.03.2025

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBaHe, MojBiiiHe ciine, Mm1anedo-KOHTPOJIbOBAHE, MOAINHO-OPIEHTOBAHE JOCIHIKEHHS
¢a3u 3 115 BUBYEHHS BIUIMBY PETaTPyTHy HA YaCTOTY BUHUKHEHHS 3HAaYHUX HECTIPUATIMBUX SBUILL
3 GOKy CeplIeBO-CyJIMHHOI CHCTEMH Ta HHUPOK y MAI[€HTIB 3 iHJEKCOM Macu Tina > 27 kr/m’ Ta
aTepOCKJICPOTUYHUM CEpLIEBO-CYIMHHUM 3aXBOPIOBaHHAM 1/a00 XPOHIYHHUM 3aXBOPIOBAHHIM
Hupok», JII-MC-GZBO, Bepcis (d) Bix 21 6epe3ns 2025 poky

3asiBHUK, KpaiHa

«Eni Jlinm Bocrox CAy, llIBeitmapis

CnoHcop, kpaiHa

Emi Jlinni eng Komnani, CIIA / Eli Lilly and Company, USA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)




Honatox 20

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicClsl MPOBEIEHHS KITHIYHOTO BUITPOOYBAHHS:

BYJIO CTAJIO
3aB. Big. MenpHuK VY.1. nikap Menpauk V.1
KomyHnaneHe HekomepiiiiHe mignpuemcTtBo | KomyHanmpHe HEKOMEpIiiiHE —MiJIPUEMCTBO

«KuiBcbka wMichka KiiHIYHA JikapHa NeOy
BUKOHABUOro opraHy KuiBcbKOi MiCBKOI paau
(KuiBchkoi MichKOi Jep)KaBHOI aJMiHIiCTparlii),
remarojoriune BigaiaeHas Nel, m. Kuis

«KuiBcbka wMicbka KiliHIYHA JikapHa No7»
BUKOHaBUOro opraHy KuiBcbKOi MiCBKOI pamu
(KuiBchkoi MichbKO1 Jep)kaBHOI aaMiHiCcTparlii),
JlikyBabHMIA ~ MAPO3AUT  JUIS  HaJaHHS
MEIMYHOI JOMOMOTH JOPOCIOMY HACEJICHHIO
(Dimiss Ne2), remaronoriune BigmiieHHs Nel,
M. KuiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1966 Bix 15.09.2021

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«Hocmimkenns II ¢da3u ominku edexkruBHOcTi Ta Oe3nmeunocti MK-1026 y mamieHTtiB 3
reMaTOoJIOTTYHUMH 3JTOSIKICHUMU 3axBoproBaHHsIMI», MK-1026-003, 3 iHKOPIIOPOBAHOIO OTIPABKOIO

09 Big 21 cepmus 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

TOB Mepk Illapn enx Joym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(migmmc)

(Bnacue im’st [TIPI3BULLLE)




Jomaroxk 21

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

3anmydyeHHs J0AATKOBOIO MICIS IPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS:
Ne I1.1.B. BiAnOBiIaJIbHOTO AOCIIITHUKA
/11 Ha3sa miciisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS
1. | mikap Honens J.I.
ToBapuctBo 3 oOMexeHOI BiamoBiganbHicTIO «Menoya-Kminik», niKyBambHO-
npodiTakTHYHUA TiApo3ain MeanyHoro nentpy, M. Kuis

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBaHHS

Ne 1104 Big 11.07.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienTpoBe, B mMmapalieNbHUX Tpynax, paHIOMi30BaHe, TOBIiHE ciine, Manedo
KOHTPOJIbOBaHE JOCIIDKEHHs (pasu 2b, 110 MPOBOAUTHCS y 4 rpynax BIPOIOBXK 24-X THXKHIB Ui
olIHKM edeKkTuBHOCTI Ta Oeznekn AZD6793 y dopmi TabiaeTok cepel TOpOCIUX YYacHUKIB 3

XPOHIYHUM OOCTPYKTHBHHM 3aXBOPIOBAHHSM JIETE€Hb BiJl CEPEAHBOTO J0 AYXKE TSHKKOTO CTYIEHIO
(PRESTO)», D7860C00006, Bepcist 1.0 Big 19 6epe3nst 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HavyaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [IPI3BUILIE)



Jlomarox 22

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

Vkpaina, MK-3475-U01, mignocmimkenns MK-3475-01A, Iadopmamiss Ta JOKYMEHT TIpO
iHpopmoBany 3roxy s mamienta, Bepcis 01 Big 01 rpymus 2025 p., yKpaiHCBKOIO MOBOIO;
Inentudikamiitia KapTKa yJyacHUKa KIIHIYHOTO JTOCIIDKEHHS, IS YKpaiHH YKpaiHChKOK MOBOIO,
Bepcis 2.0 00 00 Bixg 05 wepsHst 2024 p.; IlociOHUK 3 iHpOpPMAITIE I YYaCHHKA KITIHIYHOTO
JOCTIIPKEHHSI CTOCOBHO 1IHTEPCTHULIaTbHOTO 3aXBopioBanHs Jierens (13J1) / mueBmowniTy [larputymad
nepykcrekan HER3-DXd, Bepcis 4.0 Big 6epesns 2025 poky, yKpaiHCBKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1832 Big 02.12.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«KEYMAKER-UO1, OcHoBHEe mociikeHHS: TapacoyibkoBe nociimpkenns I/11 ¢pa3 3 mouepropummu
rpynamu JIOCHiKyBaHUX MpenapariB, eMOopoIisyMadoM Ta XiMioTepari€ro, sk MoHoTeparis abo y
CKJIa/l KOMOIHAIIl mpenapariB, B YYaCHHUKIB 3 HeApiOHOKMITHUHHUM pakoM JjereHiB (HIAKPJI)»;
«KEYMAKER-UO1, nignocnimxennast 01A: mapaconskoBe gociimkenns I/II ¢a3 3 mouepropumu
rpynamu J0CIIKyBaHUX Mpenaparis, 3 neMOposizymaboM y KkomOiHalii 3 XximioTepamnieto abo 0e3
Hel, y paHille HelIKOBaHUX YYacCHMKIB 3 HeipiOHOKIITUHHUM pakoM jereHiB (HAKPJII) IV cranii»,
MK-3475-U01, 3 inkopriopoBaHow mnomnpaBkoto 15 Big 19 cepmas 2025 poky; MK-3475-01A,
3 IHKOpIIopoBaHoo nonpaskoro 11 Bix 23 BepecHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

TOB Mepk lapn ean Joym, CIITA (Merck Sharp & Dohme LLC), USA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLE)



Honatoxk 23

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 54

Inentudikariist CyTTEBOI MOMPaBKU

VYkpaina, MK-6482-012, Indopmariis Ta TOKyMeHT mpo iHGOPMOBaHY 3roy JUIsl Malli€eHTa, BEPCist
4.05 Big 28 mucronaga 2025 p. yKpaiHCHKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure, panmomizoBane mociuimkenas I da3u mns ominkm eekTHBHOCTI Ta O€3MEYHOCTI
nemOponizymady (MK-3475) y xomb6inanii 3 Oemytudanom (MK-6482) Ta neHBaTMHIOOM
(MK-7902), abo MK-1308A y xomOiHamii 3 jeHBaTHHIOOM MOpPIBHSAHO 3 TeMOpoizymaboMm i
JIEHBATUHIOOM B SIKOCTI MEpIIOi JiHiT Teparnii A/ yYaCHUKIB 3 PO3MOBCIOIKEHOIO CBITIOKIITUHHOIO
HUPKOBO-KIIITUHHOIO KapruHoMoro», MK-6482-012, 3 inkopmopoBaHoio momnpaBkoio 08 Bifg
24 cepnns 2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganpHIcTIO «MCJl Ykpainay

Cnoncop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)




